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DETAILED ACTION 

Claims 53-62 and 72-74 have withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected species, there 
being no allowable generic or linking claim. Election was made without traverse 
in the reply filed on 4/2/08. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
Invention was made. 

Claims 16-24, 48-52, and 63-71 rejected under 35 U.S.C. 103(a) as being 
unpatentable over Houser (U.S. Patent No. 6,626,899), and further in view of 
Liddicoat (U.S. Patent No. 6,702,826) and Realyvasquez (U.S. Pub. No. 
2005/0107871). 

Houser teaches: 

• a method for attaching a heart valve prosthesis to a tissue annulus 
using an attachment device comprising a base and a pair of legs 
extending from the legs (Fig. 38) 

• the method comprising: loading the attachment device into a tool 
with the attachment device in the relaxed state (Fig. 38) 
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Houser teaches the claimed invention but does not include a force to 
place the attachment device in the delivery state, however Liddicoat 
teaches: 

• applying a force using the tool to place the attachment device in the 
delivery state (Fig. 10). 

• the force applied to place the attachment device in the delivery 
state comprises an anvil (base/pivot torque) (131, Fig. 10). 

• applying a force with the tool to force the attachment device to the 
delivery state (Fig. 10) 

• the tool comprises an anvil, and comprises loading the attachment 
device around the anvil in the relaxed state (Fig. 10) 

• the tool comprises a slide and an anvil for causing the legs of the 
attachment device to rotate outward to the delivery state during the 
delivery state 

• sliding the anvil out of the way and forcing the device out the end of 
the tool with the slide (col. 9, II. 42). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to use portion 131 of Liddicoat with the device of Houser and 
the clip of Realyvasquez as this aids in loading the device. Adding the portion 
131 of Liddicoat with the device of Houser and the clip of Realyvasquez causes 
the legs of the attachment device to rotate outward to the delivery state during 
the delivery state 



Application/Control Number: 1 0/681 ,700 Page 4 

Art Unit: 3773 

Houser teaches the claimed invention but does not teach the clip, the 
prosthetic and valve as claimed, however Realyvasquez teaches: 

• the attachment device being elastically movable from a relaxed 
state wherein the legs cross one another and a delivery state 
wherein the legs extend substantially parallel with one another (Fig. 
4). 

• releasing the attachment device from the tool such that the 
attachment device returns towards the relaxed state such that the 
legs cross one another (Fig. 4C) 

• the legs of the attachment devices comprise tips with straight 
pointed ends (Fig. 4C) 

• the leg angle is less than or equal to ninety degrees (90° ) in the 
relaxed state (Fig. 4C). 

• the attachment device is used to implant the heart valve prosthesis 
in a supra-annular position (Fig. 41) 

• the attachment device Is used to implant the heart valve prosthesis 
In an Infra-annular position (Fig. 41) 

• the heart valve prosthesis comprises a first prosthesis (1 00) 
comprising a sewing ring (104) and a second prosthesis comprising 
a valve structure (102), and wherein the attachment device Is used 
to attach the first prosthesis within or around the annulus (Fig. 8d) 

• the heart valve prosthesis comprises a first prosthesis (100) and a 
second prosthesis (102), and wherein securing the heart valve 



Application/Control Number: 1 0/681 ,700 Page 5 

Art Unit: 3773 

prosthesis to the tissue annulus comprises: securing the first 
prosthesis to a tissue annulus by inserting a plurality of attachment 
devices through the first prosthesis (Figs. 8A-8D); and thereafter 
placing the second prosthesis (after the first prosthesis is placed 
the second prosthesis is placed). 

• the attachment devices are used to secure the first prosthesis (1 00) 
in a supra-annular position (Fig. 8). 

• the attachment devices are placed within or around the tissue 
annulus (Figs. 8A-8D) to secure the first prosthesis to the tissue 
annulus. 

• the attachment devices are placed vertically or horizontally within or 
around the tissue annulus to secure the first prosthesis to the tissue 
annulus (Fig. 8A). 

• the first prosthesis comprises a sewing ring (1 04), and wherein the 
first prosthesis (100) is attached prosthesis to a tissue annulus by 
inserting the attachment devices through the sewing ring (Fig. 8A) 

• inserting the legs through the first prosthesis into tissue with the 
attachment device in the delivery state (Fig. 8A); 

• deploying the attachment device from the tool such that the 
attachment device returns towards the relaxed state (Fig. 8D). 

• the tool retains the attachment device in the delivery state while the 
device is inserted through the first prosthesis into tissue, 
whereupon the device is deployed from the tool (Fig. 8A). 
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• delivery of at least one of the attachment devices further comprises 
removing the attachment device from the sewing ring and tissue 
(Fig. 8D). 

• delivery of at least one of the attachment devices further comprises 
redeploying the attachment device at another location (the device 
can be used with a different valve of location, para. 60). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to use the clip of Realyvasquez with the delivery device of 
Houser and Liddicoat, as this type of clip is common in the art and is successful 
in keeping tissue together. 

It would have been obvious to one of ordinary skill in the art to use the 
device of Houser while attaching a heart valve prosthesis as described in 
Realyvasquez, as the device of Houser is taught with valves, but does not 
specify heart valve prosthesis and the heart valve prosthesis of Realyvasques is 
common in the art and well known. 



Claims 25 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Houser (U.S. Patent No. 6,626,899),Liddicoat (U.S. Patent No. 6,702,826) and 
Realyvasquez (U.S. Pub. No. 2005/01 07871 ) as applied to claim 24 above, and 
futher in view of Williamson, IV (U.S. Patent No. 6162233). 

Houser, Liddicoat, and Realyvasquez teaches all limitations of preceding 
claim 24, but fails to teach loading a pledget onto the attachment device before 
securing the heart valve prosthesis. Williamson '233 teaches the use of a pledget 
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in order to spread the force applied by the attachment device evenly so as to not 
tear the tissue. It would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the method of Houser, Liddicoat, and 
Realyvasquez by loading a pledget onto the attachment device before securing 
the heart valve prosthesis as taught by Williamson '233 in order to spread the 
force applied by the attachment device evenly so as to not tear the tissue. 
Response to Arguments 
Applicant's arguments with respect to the claims have been considered 
but are moot in view of the new ground(s) of rejection. 

Conclusion 

Applicant's amendment dated 7/20/07 necessitated the new ground(s) of 
rejection presented in this Office action. Accordingly, THIS ACTION IS MADE 
FINAL. See MPEP § 706.07(a). Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is 
filed within TWO MONTHS of the mailing date of this final action and the advisory 
action is not mailed until after the end of the THREE-MONTH shortened statutory 
period, then the shortened statutory period will expire on the date the advisory 
action is mailed, and any extension fee pursuant to 37 CFR 1 .136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will 
the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 



Application/Control Number: 1 0/681 ,700 Page 8 

Art Unit: 3773 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to MELISSA RYCKMAN whose telephone 
number is (571)272-9969. The examiner can normally be reached on Monday 
thru Friday 7:30-4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Jackie Ho can be reached on (571)-272-4696. The fax 
phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

MKR 

/Melissa Ryckman/ 
Examiner, Art Unit 3773 

/(Jackie) Tan-Uyen T. Ho/ 

Supervisory Patent Examiner, Art Unit 3773 
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